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DETAILED ACTION 

The response filed September 2, 2008 have been received and entered into the 
application. 

Action Summary 

The rejection of claims 1, 3, 5, 6, 8-15 and 57-74 under 35 U.S.C. 112, first 
paragraph is being maintained for the reasons stated in the previous Office Action. 

Response to Arguments 

Applicants' arguments filed September 2, 2008 have been fully considered but they are 
not persuasive. Applicants argue that not all of the rejected claims require the presence 
of water and/or a therapeutically effective amount of iron because claims 61-67 are 
specifically directed to a "dry" dialysate precursor composition which does not 
comprising water or a therapeutically effective amount of iron. This is not found to be 
persuasive because the claims 61-67 drawn to "comprising" does not exclude water or 
iron and that claim 68 depend from claim 61 further defines what is the element 
comprised by claim 61 . Applicants argue that the specification pages 20-21 disclose 
which forms of iron are considered to be compatible. This is not found to be persuasive 
because the disclosures in the specification has been carefully reviewed and 
considered. It refers the term "iron" as both ferric and ferrous form of iron as well as 
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complexes of iron particularly iron dextran and that "ferric" form such as "ferric 
gluconate", another iron complex that requires a great deal of time and skill for 
administration. However, the "Ash" (WO 98/06482A1 ) reference teaches that iron 
dextran causes severe allergic reactions, fever and rashes during injection and that only 
about half of iron in the iron dextran is bioavailable. Therefore, it is highly speculative 
that any type of iron would work as a precursor dialysate to serve as a dialysate 
composition without undue experimentation. Therefore, a dialysate precursor 
composition comprising citrate at a concentration raging from about 20 to about 
900mEq/L; a buffering anion selected from acetate and/or lactate; water; chloride at a 
concentration ranging from about 1 ,000 to about 7,000 mEq/L; at least one 
physiologically-acceptable cation; and a therapeutically effective amount of iron is not 
considered to be enabled by the instant specification. Thus, the claims fail to patentably 
distinguish over the state of the art as represented by the cited references. 

Claim Rejections - 35 USC §112 

1. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1, 3, 5, 6, 8-15 and 57-74 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for a "dialysate precursor 
composition comprising citrate at a concentration raging from about 20 to about 
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900mEq/L; a buffering anion selected from acetate and/or lactate; water; chloride at a 
concentration ranging from about 1 ,000 to about 7,000 mEq/L; at least one 
physiologically-acceptable cation; and a therapeutically effective amount of specific 
form of iron", does not reasonably provide enablement " a dialysate precursor 
composition comprising citrate at a concentration raging from about 20 to about 
900mEq/L; a buffering anion selected from acetate and/or lactate; water; chloride at a 
concentration ranging from about 1 ,000 to about 7,000 mEq/L; at least one 
physiologically-acceptable cation; and a therapeutically effective amount of iron." The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to practice the invention commensurate in scope with 
these claims. 

3. Enablement is considered in view of the Wands factors (MPEP 21 64.01 (a)). 
These include: nature of the invention, breadth of the claims, guidance of the 
specification, the existence of working examples, predictability of the prior art, state of 
the prior art and the amount of experimentation necessary. All of the Wands factors 
have been considered with regard to the instant claims, with the most relevant factors 
discussed below. 

Nature of the Invention . All of the rejected claims are drawn to a dialysate 
precursor composition comprising citrate at a concentration raging from about 20 
to about 900mEq/L; a buffering anion selected from acetate and/or lactate; water; 
chloride at a concentration ranging from about 1 ,000 to about 7,000 mEq/L; at 
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least one physiologically-acceptable cation; and a therapeutically effective 
amount of iron. The nature of the invention is extremely complex in that it 
encompasses the actual dialysate precursor composition such that the 
composition comprising iron. 

Breath of the Claims : The complex of nature of the claims 
greatly exacerbated by breath of the claims. The claims encompass any types 
of iron in the dialysate precursor composition. Each of which may or may not be 
addressed by the administration of the claimed composition. 
Guidance of the Specification: The guidance given by the specification as to 
how one would administered the claimed composition with iron to formulate a 
dialysate precursor composition is minimal. All of the guidance provided by the 
specification is directed towards specific type of iron (e.g. ferric lactate). 
Working Examples: All of the working examples provided by the specification 
are directed toward inclusion of the specific iron form rather than any iron. 
State of the Art: While the state of the art is relatively high with regard to 
dialysate precursor composition with specific type of iron the state of the art with 
regard a dialysate precursor composition with any type of iron is underdeveloped. 
In particular, there do not appear to be any examples or teachings in the prior art 
wherein any type of iron was included in a dialysate precursor composition. The 
state of the art, Ash (WO 98/06482A1 ) of record, teach that iron dextran causes 
severe allergic reactions, fever and rashes during injection and that only about 
half of iron in the iron dextran is bio-available after intravenous injection for red 
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cell production; ferric gluconate is another macromolecular iron complex 
requiring a great deal of time and skill for administration, (page 4, lines 1 -20). 
Therefore, it is highly speculative that any type of iron would work as a precursor 
dialysate to serve as a dialysate composition. 

Predictability of the Art: The lack of significant guidance from the specification 
or prior art with regard inclusion of any types the claimed inclusion of iron makes 
practicing the claimed invention unpredictable in terms of the utilization of any 
type of iron. 

The amount of Experimentation Necessary: In order to practice claimed 
invention, one of skilled in the art would have to first envision a combination of 
appropriate pharmaceutical carrier, compound dosage, duration of treatment, 
route of administration, etc. and appropriate animal model system for one of the 
claimed iron and test the combination in the model system to determine whether 
or not the combination is effective for a dialysate composition. If unsuccessful, 
which is likely given the lack of significant guidance from the specification or prior 
art regard to inclusion of any type of iron, one of skill in the art would have to then 
either envision a modification of the first combination of pharmaceutical 
compound, compound dosage, duration of treatment, route of administration, etc. 
and appropriate animal model system, or envision an entirely new combination of 
the above, and test the system again. If again unsuccessful, which is likely given 
the lack of significant guidance form the specification of prior art regarding 
utilization of any iron, the entire, unpredictable process would have to be 
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repeated until successful. Therefore, it would require undue, unpredictable 
experimentation to practice the claimed invention of inclusion of iron to formulate 
a precursory dialysate precursor. 

Therefore, a dialysate precursor composition comprising citrate at a 
concentration raging from about 20 to about 900mEq/L; a buffering anion selected from 
acetate and/or lactate; water; chloride at a concentration ranging from about 1 ,000 to 
about 7,000 mEq/L; at least one physiologically-acceptable cation; and a therapeutically 
effective amount of iron is not considered to be enabled by the instant specification. 



None of the claims are allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Communication 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JENNIFER M. KIM whose telephone number is 
(571)272-0628. The examiner can normally be reached on Monday through Friday 6:30 
am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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December 22, 2008 



/Jennifer Kim/ 

Primary Examiner, Art Unit 1617 



